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Subject: Lithium Carbonate
CAS No: 554-13-2

TSCA § 8(e) FYi submission: Two Generation Reproductive Toxicity Study By Oral
Gavage In Wistar Rats

The above referenced study is being conducted, jointly sponsored by FMC Corporation’s Lithium Division
and Chemetall GmbH. Chemetall Foote Corp. as manufacturer of Lithium carbonate and Chemetall
GmbH as sponsor of the study are affiliated companies. Both Chemetall companies are US owned by the
Rockwood Specialties Group, headquartered in Princeton, NJ. The study was initiated to support product
stewardship initiatives.

The European consultant hired to monitor the study brought preliminary results to the attention of product
safety staff at FMC Lithium and Chemetall Foote Corp. Since these are preliminary results, we do not yet
have enough data to determine if these results are clearly significant and dose related and thus meeting
criteria under TSCA 8&(e). Just the same, FMC and Chemetall GmbH are voluntarily submitting this
information as a “for your information (FY1)* submission.

Lithium carbonate (purity: 99.6%) was given daily at doses of 2, 15 and 45 mg/kg bwt/day. Additionally
there was a control group that did not receive any study material. Results of the first generation of this
two generation study indicated reduced litter size and higher post implantation loss in the higher dose
group (45 mg/kg bwt/day). The decline in litter size is marginal but statistically significant. The post
implantation loss is not statistically significant, but is outside of the historical data for the laboratory. Itis
not clear whether either of these effects are dose related.
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These preliminary results being reported as an “FYi” submission related to TSCA §8(e) since these daia
are potentially new information on the risks of lithium carbonate. The significance of these results cannot
be detenmined until further data are obtained and analyzed.

Please contact Helen Hatch of FMC Lithium if you have any questions about this submission or the above
referencad study. She can be reached at 704-868-5300, or emait at helen.hatch@fme.com-

Sincerely,

Reprasentatives of FMC Corporation, Lithium Divisfon and Chemetall Foote Corp.:

JofEvans, - Johh Mitchell,

Divislon Manager, President,

FMG Corparation, Lithium Division Chemetall Foole Corp.
Seven LakePolnta Plaza ) Holiday Inn Drive
Yorkmont Road, Suite 300 Kings Mauntain, NC 28086
Charlotte, NC 28208-7377 (704) 739-2601

{704) 426-5300

Tachnical contact:
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Helen Hafch

Praduct Regulations Specialist
FMC Corporation, Lithium Division
Highway 161, Box 795

Bessemer City, NC 28016

(704) 868-5309

.co: Ruth Anna Heckert, FMC Lithium Division
Alan Curie, FMGC Litium Division
Viola Klaus, Chemetall GmbH
Simon Steinmeyer, Chemetall GmbH
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